
RE: _ Ddcket KG. 83%-0022/CFOC04, CPOOO5 and 
Docket No. 76N-0052M/CP0004, CPOOO5 

Dear fi:r . Kurzman: 

This is in reply to the citizen petitior?s submitted to the Fcod 
and Drug Administration on September 26, 1983, andi October 23, 
1983, requesting that the administrative records for the CTC 
weight control drug products and the OTC nasal eecongestsnt 
6rug products ruler&kings be reopened to include new data and 
information on phenylpropanoiamine hydrochloride. 

pL i; e agency has decided to include the.data ir. guestior, in the 
administrative records for the ruiemakings for CTC weight 
control drug products and OTC nasal decongestant drug 

( ‘\, 
products. In the advance notice of proposed rulemaking for OTC 
weight control drug products, published in the FEDERAL REGISTER 
of February 26, 1582 (47 FR 8466), the agency stated that it 
~culd continue to monitor further studies and information on 
phenylpropanolamine. The data accompanying your petitions .. ,, provide additional information regarding the safety of 
phenylpropanofamine hydrochloride and is currerttly being 
reviewed in conjunction with the deve3oFment of the tentative 
final monographs (TFM) for OTC weight control drug products and 
GTC nasal decongestant drug products. The agency corisiders 
your petitions to be "feedback" ccmmunications. 

i 
‘L. 

In the FEDERAL REGISTER of September 25, 1981 (46 FR 47740), 
announcing the "feedback" policy, the agency stated that 
"feedback" communications would not be,included in the 
administrative record for the related OTC monograph unless ttie 
communication directly influences an agency decision on a 
particular matter in the mor;ograph or Frcvides the 
sukstantiation for the agency's decision on that matter. We 

' also stated. that the results of a study would be included <&en * 
they trere one of the bases for the Commissioner's decision on 
an ingredient. This feea'back policy was further clarified in 
the FEEEPLAL REGISTER of April 1, 10x2 
the data accompanying your petitions .ill be used by the agency 7) 

(48 FR 14050). Because 

in reaching a decision on the 'classification of 
phenylpropanolamine hydrochloride in the respective ?PKs, the 
agency is including it in tlie appropriate administrative 
records at this time. 
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